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DETAILED ACTION 

Response to Arguments 

1 . Examiner directs attention to reference Lenker below which teaches the use of a 
superelastic material having a transition temperature (Af) within the range of human 
body temperature. 

Claim Rejections - 35 USC § 103 

1 . The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

1 . Claims 20-22, 28, 29, 34-39, 41-43, and 45-55 are rejected under 35 

U.S.C. 103(a) as being unpatentable over U.S. Patent No. 6,761,719 to Justis etal. in 
view of U.S. Patent No. 5,290,289 to Sanders, in further view of U.S. Patent No. 
6,592,605 to Lenker et al. 

2. As to Claims 20, 36, 37, and 46, Justis discloses a method for correcting spinal 
deformities in a human patient (Col. 2, Lines 37-41), the method comprising: 

providing a correction device comprising an elongated rod (302), the elongated 
rod having a pre-contoured shape of a normal degree of kyphosis and lordosis of at 
least a portion of the patient's spine (Col. 12, Lines 16-19); 

deforming the elongated rod to conform to a deformed portion of the patient's 
spine (Col. 12, Lines 22-26); 
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mounting the deformed elongated rod to the patient's spine including the 
deformed portion (Col. 12, Lines 22-38), whereby the deformed elongated rod is 
capable of applying a correction force having a predetermined amount to correct the 
deformed portion of the patient's spine; 

maintaining the correction force at the predetermined amount until the deformed 
elongated rod resumes the pre-contoured shape to fully or substantially fully correct the 
spinal deformities (Col. 12, Lines 38-67 -Col. 13, Lines 1-21); 

wherein the correction force is constant or substantially constant and controllable 
during spinal deformity correction (Col. 13, Lines 5-17), and wherein the spinal 
deformity is a deformity of scoliosis, kyphosis, or lordosis (Col. 2, Lines 10-31); 

As to Claims 21 and 38, Justis discloses a method wherein the predetermined 
amount of the correction force can be adjusted (Col. 13, Lines 17-20). 

As to Claims 22 and 39, Justis discloses a method wherein the correction force 
is activated during the spine correction surgery (Col. 12, Lines 16-38). 

As to Claim 28, Justis discloses a method wherein the correction force is applied 
to the deformed spine portion from the anterior aspect of the spine (Col. 1 1 , Lines 47- 
51). 

As to Claim 29, Justis discloses a method wherein the correction force is applied 
to the deformed spine portion from the posterior aspect of the spine (Col. 1 1 , Lines 47- 
51). 

As to Claims 34 and 41, Justis discloses a method further comprising limiting the 
correction device from movement (Col. 12, Lines 61-66). 
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As to Claims 35 and 42, Justis discloses a method further comprising limiting the 
correction device from a rotation movement (Col. 12, Lines 46-50 and Col. 12, Lines 61- 
66). 

As to Claim 43, Justis discloses a method further comprising providing an anchor 
member (304) for mounting the supporting member to the deformed spine portion (Col. 
11, Lines 52-67). 

As to Claims 47-49, Justis discloses a method wherein the correction force is not 
remotely activated (Col. 12, Lines 39-60). 

As to Claim 50, Justis discloses a method wherein deforming the elongated rod 
comprising bending the elongated member to conform to the deformed portion of the 
patient's spine (Col. 12, Lines 15-38). 

As to Claim 51, Justis discloses a method wherein applying the correction force 
comprising bending the supporting member to conform to the deformed portion of the 
patient's spine and mounting the bent supporting member to the patient's spine 
including the deformed portion (Col. 12, Lines 15-38). 

As to Claim 52, Justis discloses a method wherein applying a supporting 
member comprising bending the supporting member to conform to the deformed spinal 
portion of the recipient and mounting the bent supporting member to the recipient's 
spine including the deformed spinal portion (Col. 12, Lines 15-38). 

As to Claims 20-22, 28, 29, 34-39, 41-43, and 45-55, Justis discloses the 
claimed invention except for the elongated rod comprising a superelastic material 
having a transition temperature (Af) within the range of human body temperature; the 
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correction force being generated by the superelastic material at the patient's body 
temperature and in an austenite phase of the superelastic material; wherein the 
elongated rod is deformed before or simultaneously when the elongated rod is mounted 
to the patient's spine including the deformed portion; and wherein the elongated rod is 
deformed by an orthopedic surgeon during an orthopedic procedure in order to allow 
the easy technical insertion of an implant for correcting scoliosis by deforming the 
implant to match the shape of the patient's spine. 

Lenker discloses a superelastic material (Nitinol) having a transition temperature 
(Af) within the range of human body temperature (See Col. 7, Lines 51-56); the 
correction force being generated by the superelastic material at the patient's body 
temperature and in an austenite phase of the superelastic material (Col. 7, Lines 51-60) 
in order to provide a material that can undergo correction force when exposed to normal 
body temperature (Col. 4, Lines 61-66). 

Sanders discloses a method of correcting spinal deformities wherein the 
elongated rod is deformed before or simultaneously when the elongated rod is mounted 
to the patient's spine including the deformed portion (Col. 2, Lines 57-60, Col. 4, Lines 
25-47); and wherein the elongated rod is deformed by an orthopedic surgeon during an 
orthopedic procedure (Col. 4, Lines 25-47) in order to allow the easy technical insertion 
of an implant for correcting scoliosis by deforming the implant to match the shape of the 
patient's spine, and where the rod moves to its ideal shape to the degree that the spine 
can withstand without risking neural damage (Col. 2, Lines 57-60 and Col. 4, Lines 13- 
18). 
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It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify the method of providing a substantially constant force for 
correcting spinal deformities of Justis with the deforming of the elongated rod to 
conform to a deformed portion of a patient's spine modification of Sanders and Body- 
Temperature nitinol of Lenker in order to provide fusionless correction of scoliosis, using 
a compatible biomaterial for implantation into the spine, and to provide a material that 
can undergo correction force when exposed to normal body temperature. 

2. Claim 44 is rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. 
Patent No. 6,761,719 to Justis etal. in view of U.S. Patent No. 5,290,289 to Sanders in 
further view of U.S. Patent No. 6,592,605 to Lenker et al. and further in view of U.S. 
Patent No. 6,296,643 to Hopfetal. 

As to Claim 44, Justis in view of Sanders and Lenker disclose the claimed 
invention except for wherein the anchor member comprises a superelastic material. 

Hopf discloses a spine stabilization device wherein the anchor member 
comprises a superelastic material (Col. 3, Lines 40-46, Col. 4, Lines 47-61, Col. 6, Lines 
5-19) in order to provide fusionless correction of scoliosis, using a compatible 
biomaterial for implantation into the spine (Col. 6, Lines 5-11, Col. 3, Lines 40-46). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify the method of providing a substantially constant force for 
correcting spinal deformities of Justis with the anchor members comprised of 
superelastic material of Hopf in order to provide fusionless correction of scoliosis, using 
a compatible biomaterial for implantation into the spine. 
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Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to CHRISTOPHER BECCIA whose telephone number is 
(571)270-7391 . The examiner can normally be reached on M-F 7:30am - 5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thomas Barrett can be reached on 571-272-4746. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/CHRISTOPHER BECCIA/ 
Examiner, Art Unit 3775 



/Thomas C. Barrett/ 
Supervisory Patent Examiner, Art 
Unit 3775 



